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WJRJT.fa. 157(3T).—sfhrfV afft 3R7TVR <riwifl iRRR, 1945 RR 3?ft R?f[RR RRR ^ f^rj; RrfRRq iRRitf Un^R, ^TRrT 

^ trtor, aromi^i, Rifte is 2008 3 ^ r*r»r zfc Rfte ?teTR Rrt 3 ri*RjRRi mRRfR. 

520(31) cflfN 15 RJRl£ 2008 ^ 5RT Wf?R iRRTT RRI «TT, ftWrfF 3T*nf^RT FR RTR ted^T 3 3?te sfa 
3TFff^R RRT 3fk W ^RRT Rt R$ *ft % RRRT RTf RRR 3rf«RJRRT R«Nt TR+lfl TTRRR Rft ^fRRT BTR®*! RRl^ Rit rflf^ 3 
iRRf RTt mfa WRT ^ R7RTR; RRR TIRR RT faRR fRRTT RTTRTT; 

3fk, RRfo, ^ TRRR 15 ^RTf, 2008 RRRT R^t 3Hd«*I Wl RRT RT; 

3f^, 3Rd fRRR RT RRRT ^ W<T 3TnNf TJR 4J5fT*lT TR RfSfta TR<*>!{ "gRT iRRR fRTRT 7R|T f ; 

3W, 3fc1i<q, Rfjflq *r<*>k afrc 3RTTRR arfafRRR, 1940 (1940 RR 23) R>t RRT 33R "SRI RRR R l fawT RR 

3mW rr^ ^ ^ski a#i sfk wrr ^roft Ite, 1945 rr afa R?te rr^ fair ftHfafetd RRTcft t, ate, : _ 

1. (1) Ff twff RR RfSiTR RR afa 3RRRR RRlft (^?fH R?ft«R) Iwi, 2009 tl 

(2) ^ ^^4>Kl TRRR 3fRlR TRTRfR 1clf«I ^ 3f^T ?fn I 

2. ate sfa 3RTRR RTRlft IWRRt, 1945 3T^JRt R 'RTR II fOTtR ^ ^ 

“SRpfr '(FV«TtU fteR 3^RRT 3T^RT RWTJT ^ RWTR V if 

fR*RfRfe?T 3re3*uftRT Rmpn, ate;:— 


924 GI/2009 


(1) 
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“ *r. sn^, ftrsr aik artafcrkr % aiTcr (^wwld*- 

TcfRMhl TT^JT T^TTT Hq^T 

ft?IT 3#?WT OTT far trt f^yr ck RHHT t afR ft?TT 

f^ff % TTRT tfkVlH 4 TO RRI felT hM ^T 3^ ^Mrll 3TT?RRR 3ftT 

amr frit (RFrckci^ -£o?pp} 3fNNq'i<ii) % idf-WRi R fawr ^ ttetrt 

3lk ^rW 3=r^TT3ff kt W11 FT ai^p fcw f^fi 4 311 ?$?<&> fe 3#T 

■*pft ftlteoHI TOR R TRpT 'TOT, RpT, chTORt, WfRFR 7R, fim, WH, 

■Cfteft TFT, RRT ('^ 3}R ^#TR *JRT %) ff?T TOR, Rm ^RRRTR 3TTK ^T Rckfotl 

TrfrkN amr rrt ^cMin ^ 3pp kt p k fro fkkr aftafa, 

^r! afk sparf, yfromR fimw rrt ^wi tort tor kt toWto Rmfar TO 
^ 3RR?RRT t RTO R ^#^rT fTO RT TO fc FT 3^1 TO R RlTO TRT % 3FpT 
TOrr ark TO fen rrt | TO krro TO t[to tor R toTO TOr rrt 11 TOr TO 
&fenh xpRit TO% w 3tt^, TO rr pk aWki kl fTO hFrTO M«sTOi TO 
TOTO * trto^rr rrt ^rRirf afro TOri F3 app toto TOT^T t r ft3t 
[RPwki a^^nFci yqM apfr i TkkkiRT % iTO aryp arTO WkRRT H-»sia uhi^Ih^i 
ikkRk 37FJ^ kRFT ^TRT RkkxT kvkki ^fer tp mro ^RT ^ P#f % 
wm ft trt mmm ^ t^rt wn i 


2 . sk- 

VT^ari ark k ^tr fer p wt afrr fkw afR rfM^t kTikt % fkkiW 

Fk=#iferr iMvpe ^icw ^tftt rpt, kik wrt ark w amnfer ^ ‘3 R-^rk #t 

^ ^ arm vm rrt cnfe k rt Ti%iTkN(k 

ar^IRT cRIT kl fHHM^'d 3RRT kl 3I|c|^cha'| krft t> 










3 


[^PTII-^g3(i)] 

2.2 fe TOT afft TO^fe! *T§t m <WT Tfe aFpTFT :- 'sfeT ^T*J feiRT rWT 

rTFT, ^T*R, TJff cT^TT feft cTR TT^fef 100 <*4^1 *ft ?t'*1^ 

tl 

(Tg) TOT 3fk tg fen, ^P»H aft? *f 3RpTFT > 100 erf Tjfe ($4d*llfrtd 3W^T 

*riffe> aife 3#:) ?jwn <*r} to wt nr fen ?fe ^ ^t $ fn feNfe m\ 
^tt# "mfe nr ferit 3 tttt%i nft ^ fcc h u i gfe arm 3 fen *n *?r t rft 
rilMHM fefa HIMMH^^RfeTT^Tq;i 

(n) 100^^1 

ngtapprin^r 3 tt^r 3fft ^Rhn ^ fe^rrt^ f^rcrr wq^n ^R^TTf^RT 'SFt' :: ?rr^ 

’MhM % fe 3TT^R *CT TOT % 3 ^*nh ft OTT TO TO ^ ^fi *TO 4 ^ ^TT* fe TOI^FT 
^5t 4 cfft 3T^ft -I ^ffe arffelfe % •3TcT 7 irT afcrtfed afe«r fe TRTT^T TTlfe 

3lftiPi^*i %fef % fcfj^i TOn^l 

<H^^Tqcl ^'Wcul 4 fecT fe# 3=T«TfrT ^TOT,3Tf^T «W*d,*il«N anft % 3Tfdffe 3RT cTFH 

## ^ Fd^rilq ?pR,H^r w arrarfer *rffe cT^rr ann TOfe ^r fen ^rn? ?rfe 

RTfe^sfed 3TR cfFRTO^ % 3T^TR 3TlcT¥*r<f> dRiflH TOT fen ^TT TT% I fefcfer^ 

# affe feit ^ ^ fefenarf totTO ffe amr to fefe srfen 3mnn tositot 

11 fefrr cmr faft % fert w ^fe fefe % apn fenf fe % 

feit fen fen tott ^nfe i 

fefer ^ feta *TO % TO fe#T fen TOT rflfe fem ^3# ^ TOR 
^ri 3ffenfe,3n#T^ rwr tot tot 3ttk - 3rq?r ^ Tdrr^f ^ TOife fen ^n ^r% i 
Wlfef % ?TTtR 3k( 3TTOn^T ^ MT 3^" ^[ fdcHfl noT^ ^ 

^rmr nrfe 3T^fe^r ^3ff 3frr ^rfe %w fe ^fe ^n Tffe i # % ffe ^fe ^ 
Fs'Jii^'i F^Hdl nr Frchi^i y u iMl rf^rr hi4h y^n^i) fiferi ■ilricfii «h^i<il «rn^ 

TTTfcTOf 3TtT^3Tf fe^ 3#T c<|dM<U| ^TJT^TT^P#*1?Tfe^fl^R%I 

Trflfef % TOmn ^ TOt «ng wft afk nfe^snn an^ ^tst ft t, 
^#nr, wi wit mRhi^-i ^ft ^ 3#rfenmff^Tn 
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A <et Tram % wciid fereta m | 3frr 3T^ifecr Tjnjf arota 

a^r '^<4ct FftT ! 

2.3 ^ira w r«Md) tor n%^f wi ^ ^ feraf to irok 

^ tfft m 3 mterar ^ ra^pt ^ferr % ^tr urn fror tut httohI to frofa ^ 

ftrot 3 tj#rt w tortt i *ft fraifci 4^3 ri ftftr ami to^< r ttot tot TNkro 

£T7T iWffs 1 ! ^ TOT wft (wfe) TOE TOT WF (RT$Tim) TPJTTOT cIMR TO <WTOU| 

TO fTOTT ^TTtr | 

«r^t mi3fi to from toR w toeItot ami RfTrofi to tott^ ^ tot xiiFtfd 

srf^fcE# TO WT 3TTOcT TOTOTTO TO TOTTOTT TO* 1 TO#!, 3WJTTOTO 3OT fa# 

fafaTOE ti tor W rfrfcr TOfTOETt Rt trsti tot fafacr fptt i 


3 ,. r^ ; 

. fMrlT tTOTTOT- 
TO »PB 'juwdl fa^faui:- 

faR ^refT #Tcf qf^lchiaff fat T[Tra TOR % RR TTOtR TOT V 3T5#TcT TTOTT To TO%R- 



1. totwe 

2. fatTTRsET 3TRTE^R 

3. fafa, TITO 3tR TOffa 

4. TJtWfTT TTTO 3fa HTTI Tf%cT TOTOt ranranft TO TOT 

5. fam tot far htto 

6. 31-^HIclH fe[ TO* 4^1^ TO TOTE 

7. $>|4 H 1 'lie'll 

fa) faRfafisid ^fafar TOra afaTO toft mFtito:- 


1. totrw 

2. fa^TORT 








[*Tmi-Tgqg3(i)] 


T&m -: 3roitn iu i 


3. 

5. f^RT&o^W 

6. *Jc|H ^-TTM 

7. 

8. Tg-e&fawzktm 

9. 

10. w TTR^f % VJ 3^ ^TERT 

11 • far* ^ Wtw ('*P*T VTtW 3fk 3T^T ^ T T% tr T) 

12.3rt%rrf^^cTRHM *T? rrm ^t fMcT 3, 3*T rTmR wf^T ^bNt feTS I 

(n) Rs>r£ ^Rri^ii:- '3 cmis/m&w yfe<i r ) 

1. wrr 

2. 'kztm 

3. 

4. 3rtr ttm ' ; tr 

5. SqcRiJT cffi ^FT (T^^./sHlfe) 

6. ^T0Tcf^3Tc^ 

7. 3Tl^^r^ ^TJI wrr (^"HCf^frl ^Ml) 

("GT)^^! (cwi :- 

1. 7##r^r^mr 

2. wfert^r^T (arejfcr - -qrasr, ^M, snft) 

3. ^dcb ^ of^H - 

1ST. 3d^K TJUToRT fd4dut:- 

<^K<£>n tttWt f#r^Hl ^t zfam wgn f^tw3Tf ^ l i ft ' d ^ ^ 
j i u i^tii ^qft^TTfer ^r=rr ^ cf^rr tjotf^ttt ^rrt ^ ”3 =t f^r^raTaff 

*TT $ ^TH fcfT ^TFTT Wm. I T#qfo wfr^TO ^ i ddl %^T cT# ^ f d f^ E T ^ ^TT ^rft f 

<?*24 61 j ^^,—2 .. 
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nfeGKrwwnl w w fern ftwftfei j id ninfe % fen ^rmr 

11 MIHel) ft 3H% fem wit Wpft tR- 3tR fefe ftf^d ^RT fe 3TT^W?TT ft 
Weft 11 fefen fe TjTJTomT ftj ftcpj^ wfe fe RjfefecTfefti 

T |c,rt| dKwl ftnfefftn 3iw nfern *pfet fenife afer fewn 

qRd^^i^dr^, Fr^,fe[wfeTnt 3npfe m\ ftrrw^r fe srnw 

Pl^Mlftn fen ' J 1!^ 4 |l I 

MR % WT 3WR ^T few feftlftfe 3TW 3MT 31M feftw W ftftt 3Ff 
ci<*HWi % W RJflfeld fefeifeiH cET #T TOcT ^ fen MHT mfe | yftjrM ftg feb^d 
<SHcp<u| fTTT MR ftfet feffe fttffe - M?fe *jftt nr nfe fen MFTT fefe I 
mur wit hm^ fenfe nfen nn fern fen mtf / ^wr 3 ^mmh fen mr* i fttfe- 
fet w fefe nn ife w fe ftt fe fen mht feftr i 

4. giro feft :-mr ftfe ft afe t# n^ Tiiffe ^ fefer 3nprin % ^t 

W, nm 3TW fefe 3TW M ftfer ftdT fefe WE tftfewt 3TW fttfet ITRT 

fefe fe ftfecn ferfen % wr ft fefe fen mt fe i m fe ftfeM ftfer 
ferfen ftfttft fe feftr nr, feRfeaft fe nn fefeft ftnr fe mfe fe feffer nfe % 
feniMNft WMfenNfel 

fefer fer ft <tfrt fe fe Tftferftr % fenn fe w mm yfenfe (fefe 
anfefe fttftfe) fe Mifei fe % w-w fe fen fro w « fe fetffe 
3feT3ft^T3I^qMH fenTOt 

5. ^Flfftfet ^T fftferHT fefetrf:’- fftfeftn ft nVlH feftfe nn feTRFT ftfen % feCFT fefel 

% feft ftt nffeei w R^TO^ftft^RnftwiMFTO 3nfen to ft fefefttn fefe 
fen mht fefe fefe fe ^n wr ft anwnn nftfet fe fen w n? n?n wnT ^t 

feferfrftiwft3tfttnrwftt^ t feiwfet11 feftfefefefenft^rrr 
fefen arfet fenn I n qfeft fefefe % fern fefew fefefe fe ww nfe Mifet i 





Vm 3(i) 3 
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6. ^ ^TRt ^t ^t 4 oijRd % yifa+u % afcpfe * ^t%t^ 

^ T7MM % 3^7 ^Wr(T 3TT^T^T fafWc!T3Tf 3 yftlferf ^ I wft 

ftp* a^nrr%^qm 3#r ^pi^rrr an^RFf 7 ^ ^t^=t ^ T*rftr feProW % 

fa!W faro 3 yftm itrt * ^nfeq 1 ^ ^ ^r 3ffg|j^rap^Fft fafaoH i 

^fe5ft«n^3mr3TF5^, 

7. t*Rt ^t KT^r-fift*li«ii:- 7*f*4f *k 3tsj?h * ^ ^ ir cifa a rej cfc 

3W sfRcffa ^^RfftcTT % 3TrFTcr?RIT 3^TfT '^M^cfrl 3TOT ^NfcH 

^ ?t* * % T7?xn?T } ^*4 *fa ri^t ftrafarf tot ^o},^, *tt 4>qq?r 

3nfc%?^44TO“fe^^l l^M*Kril 4c^T^R% 3TfcTfatT T^R 3TTOT 
3?T5%, fegTTOT** 3f*^^T TOTO SifccT^ft *i| 
favfa 3 tt^r 4 to 4 4 ^4 ft^rr ^ntTi r* 4 7*ftr sttot 
3mr ^rrtm ^ rtct frofc*r 4 4^ *t 41“ ^wNttt % 4ro ^ i to* 

^r ^ fam^Ki ^cMiq'l *i4 fa?ta rm % *r sfhr *rR*r frit hto* 4=rr 4 3*4^# 

#rtl oqq^[ 4“ 3*r flfcffcRT ^ fen RT TO^TT 14t 3T* RM 

fTOKW ^ ta 4 RcRR* tl TOTfa aRTOIcH RTOt RT# 4 rT ^ TO efpj; r# * afk 
" 3TW1M *’ ^w^q4 3ff»n * I 

8. 3rr*pNr, fansr * sfafrof % t*Rt 3ttot t rcr^^t tot ^totcT 

(^Rr«fTO5-^f4* - «ngro 4tfro4) % *ft.Tnr.tft. grer * ^ an* 4*4f ^ 
^Wcf f4fM*/aTM!W<fcdl:- ( T*frof ft Pwfal «MHI xT*t) 


5*>. 

R. 

ailufsi/ftPiMlui a^r^^rft 

srtferT'^JHdM 
fafanfoi *i4w 
(1500^4i4te) 

3T55flftRT 3TOTO>T 

1. 

WT, f*, ■f^rf^Tcf ^ 

8^1 

o 

o 

i 

«- 

^^l/^ifaeh/Hk^d <sKd,^ 

2. 

(clH^facb-*#^ - 3jfalj 
4W0 4 ti^rt wr Tpr ^ 
3fl^(fa4l ^ ^tt4 ^T ^ 1 

200^4^ 

Q t| c^/Tq T^^cf>/tjul Cfi/n 1 «*6< 
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3. 

-r-A-ft-/—r A ^,C'. • \ \ f 


- Ci _/ 

MMl/cld/^ldchl Mlt^l TJ^ d«Md/$®4 

100 ot j | 4,td 

ElKBUKKIKBIiEKtwjpfHMHB 

[5 tM 

EftiiKU^^EricM s i(eB]eSki 
E^IB lEsGIuTK^iB^RGI^EScul 

E5pfftE5pg«litii5B!C|| rg imh! 

EsIElEE^E^MS^RKwtir ^ g 

4. 

f^m/wT/wt/mor *nm W 
Rh^< A*iW< 

. 

\50w\tf\Z 

* 1 #, ’cp’fl^, *dld 

Reftftftn RTRRT, ^RTRt ft#, 
WT 3TFF 3fo?, ^TO fft, 
ft# ft W, TT?r ^ *(#, WER 
Rfti 3 TH dIH'df) 

^/rt trt, ^ftw ftr, cj^r, 
TT7TTR? ftdH! 1 

' * o 

5. 

n r\ n, • . • 



<+>Wl TITWf ftTHIM Hsi< u l 

200 cRT 

6 . 

t PRtTT H#T SRpTFT 

150 cFiRte 


7.~ 


50gni?fc 


8 . 

cftR^cf W ^TT 

150 crt 4-ild 


9. 

HTR ftgR 

50 cRTRte 


10 . 


200 RT W 


11 . 

^ yy mh 3e% #3 sh 

50 eft ftft 


Igj 


lOO^ft ftft 


H 

fR 

l500etn<ste 



LK I 1024/1/2008-^eM (3TPJT)] 
3TR^, 

tfKf^JT TWT 3#[^FTT Tf. T^E- 28-10/45 -TTt? (I) Hrftl 21 j^T, 1945 % 

3 TcRTcr HRrT #T <MM3 4 ttxt ^ 3#T atfrPT 3#R£RT TTW Rf.^T-ft. 46 (3T) 

cnrte 22.01.09 T*RT T3RT RTTI 




































MINISTRY of health and family welfare 

(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) 


NOTIFICATION 
New Delhi, the 4th March, 2009 

G.S.R. 157(E). —Whereas the draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945 was published, vide notification of the Government of India in the 
Ministry of Health and Family Welfare, number G.S.R. 526 (E), dated the 15 th July, 2008 in 
the Gazette of India, Extraordinary, dated the 15 th July, 2008, inviting objections and 
suggestions from persons likely to be affected thereby and notice was given that the said 
draft will be taken into consideration after the expiry of a period of ninety days from the 
date on which copies of the Official Gazette containing the said notification were made 

available to the public; 

And whereas, the said Gazette was made available to the public on the 15 th July, 

2008; 

And whereas, objections and suggestions received from the public o . f he said draft 
rules have been considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by section 33-N >f the Drugs 
and Cosmetics Act, 1940 (23 of 1940) the Central Government, hereby makes the following 
rules further to amend the Drugs and Cosmetics Rules, 1945, namely 

1 ( 1 ) These rules may be called the Drug and Cosmetics (3rd Amendment) Rules, 

2009. 

(2) They shall come into force from the date of their publication in the Official 
Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Schedule T, in Part II, in item C, relating to 
"LIST OF EQUIPMENT RECOMMENDED FOR IN-HOUSE QUALITY CONTROL 
SECTION/' before note, the following shall be inserted, namely; - 
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" D. Supplementary guidelines for manufacturing of Rasaushadhies or 
Rasamarunthukal and Kushtajat (Herbo-mineral-metallic compounds) of 
Ayurveda, Siddha and Unani medicines 

These guidelines are intended to complement those provided above and should be 
read in conjunction with the parent guidelines. The supplementary guidelines are to provide 
general and minimum technical requirements for quality assurance and control in 
manufacturing Rasaushadhis or Rasamarunthukal and Kustjat (Herbo-mineral-metallic 
formulations). These supplementary guidelines deal with B has mas, Sindura, Pishti, 
Kajjali, Khalviya Ras, Kupipakwa, Rasayan, Parpati, Potali Rasa, Satwa (of Metals and 
Minerals origin) Druti Parpam, Karpu, and Kushta etc. used in Ayurvedic, Siddha and 
Unani Systems of medicine. 

The supplementary GMP guidelines for Rasaushadhi or Rasamarunthukal and 
Kustajat are needed to establish the authenticity of raw drug, minerals and metals, in- 
process validation and quality control parameters to ensure that these formulations are 
processed and prepared in accordance with classical texts and for which safety measures 
are complied. Only those manufacturing units which have Good Manufacturing Practices 
for ASU drugs and supplementary certificate for Rasaushadhies or Rasamarunthukal and 
Kustajat formulations shall be allowed to manufacture the same. Supplementary Good 
Manufacturing Practices certificate for Rasaushadhies shall be issued by the State 
Licensing Authority only after thorough inspection by an expert team including 
Rasashstra experts nominated by the Department of AYUSH. 

2. Manufacturing Process Areas. - 

For the manufacture of Bhasma and Kupipakawa and Rasaushadhi preparations 
made from metals and minerals the following specific areas shall be provided, which 
should be completely segregated from the production area used for preparation of plants 
and animal byproduct based formulation to avoid cross-contamination. The following 
exclusive areas are required for Rasaushadhies or Rasamarunthukal and Kustajat: - 

2.2 (a) Bhatti or Heating Devise Section for Bhasma and Rasaushadhies : -100 Sq. feet for 
heating, burning, putta and any heat related work with proper ventilation, exhaust 
and chimney. This could be tin shed also. 













[WT 11-^5 3(0] 


: aroreRor 
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(b) Grinding, Drying and Processing Section for Bhasma and Rasaushadhies : - 100 
Sq. feet (Manual or Mechanical, oven etc.)- Drying may be done in a space which is 
covered by glass or other transparent material to allow entry of sunrays on the 
material to keep for the purpose. If drying is being done in oven the temperature of 
the same may be selected specific temperature. 

(c) Rashaushadi Related Store: -100 Sq. feet. 

The size and dimensions of each Bhatti Section would be so designed to suit the 
batch size or quantity of materials to be processed, keeping in mind the processing is done 
as per the conditions of Drug and Cosmetics Act mentioned under Schedule 1 official 
books. 


In addition to the fuels prescribed in the schedule books namely coal, fire wood, 
cow dung cakes etc., use of other heating devices e.g. electrical heating, oil or gas fired 
furnaces and others may be employed so as to provide the required temperature as per 
the nature of material and object of heating. Depending on the formulation being 
manufactured, manufacturers may adopt aerobic or anaerobic process. Properly baked 
and clean earthen pots of other crucibles and glass containers or appropriate design shall 
be used. 

The manufacturing area should be designed with special attention to process the 
products that generate toxic fumes like SO 2 , arsenic and mercury vapor, etc. When 
heating and boiling of the materials is necessary, suitable ventilation and air exhaust flow 
mechanism should be provided to prevent accumulation of unintended fumes and 
vapors. Such areas may be provided with properly designed chimneys or ducts fitted 
with exhaust system and suitable scrubbing system to remove fumes and smoke, so that 
safety of personnel and environment is taken care of. 

Since processing of Rasaushadhis may introduce heavy metal contamination and 
cross contamination etc., therefore, cleaning of equipment is particularly important after 
every process by using appropriate cleaning agent which should not react with material of 
equipment and must be free from unwanted properties e.g. corrosiveness. 
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2.3 Records shall be maintained specially for temperatures attained during the entile 
process of Bhasmikaran, while employing different kinds of classical puta, furnaces using 
oil, gas or electricity. Appropriate temperature measuring instrument should be 
employed such as pyrometer and, pyrograph for manual reading or recording by heat 
sensors, connected to computer as the case may be. 

In order to handle large quantities, appropriate technology like use of hand 
operated extruders for making chakrikas or pellets may be adopted. However, such 
equipments made of aluminium or its alloys should not be used. 

Access to manufacturing areas shall be restricted to minimum number of 
authorized personal only. 

3. Quality Control. - 

A. In Process Quality Control: - 

The registers as indicated below should exclusively be maintained toi iead\ reference. 

(a) Shodhan Register with following details: - 

1. SI. No. 

2. Batch No. and Size 

3. Date, time and duration 

4. Name of the Raw-material with Quality reference and quantity 

5. Quantity' of Shodhana Dravya 

6. Book Reference followed 

7. Methodology 

(b) Bhavana and Putta Register with following details: - 

1. SI. No. 

2. Batch No. 

3. Date, time 

4. Name of the material and quantity' of starting materials 

5. Quantity' of Nirvapya Dravya 

6. Quantity of Bhavana Dravya 

7. Date and Time of Starting and completion of Bhavana or Mardana and duration 

8. Type and Number of Puttas . .. 








[«ipni-^TO3(i)] 


Ki^rwii: arararc*! 
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9. Time and Date of completion Puttas 

10. Colour and texture of the product or standards 

11. In process tests followed (Bhasma Pariksha and any other tests) 

12. In case heating at a particular temperature is required, record of attainment of that 
temperature. 

(c) Grinding Record Register: - (Finished Product / Intermediate procedure) 

1. SI. No. 

2. Batch No. 

3. Date and time 

4. Name of the material and quantity 

5. Name of the equipment (SS/ granite) 

6. Duration of grinding 

7. Repeat the grinding if required (Number of repetition) 

(d) Packing details: - 

1 Name of Rasaushadhi 

2 Type of Dosage Form (eg. Powder, pill, tablet etc.) 

3 Weight of Rasaushadhi in each unit 

B. Product Quality Control: - 

The specifications for finished Rasaushadhi are primarily intended to define the 
quality rather than to establish full characterization, and should focus on those 
characteristics found to be useful in ensuring the quality. Consistent quality for 
Rasaushdhi can only be assured if the starting material-metals and minerals are used of 
pharmacopoeial standards. In some cases more detailed information may be needed on 
aspects of their process. The manufacture will ensure in-house standards for the uniform 
quality of product. 

Quality testing will be carried out as per official Pharmacopoeia or Schedule books 
for texts namely, colour, taste, varitaratwa, Rekhapurnatwa, Laghutva, Nirdhumatwa, 
Dntagre Kachakacha, Niruttha, Apunarbhava and Nischandratwa. 


q?,Li aXlert-u 
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The Particle size of the product should be tested by adopting microscope fitted 


with micrometer or particle size analyzer or any appropriate other techniques. Required 
physio-chemical characterization of the product should be undertaken by appropriate 
analytical equipment. The Standard Manufacturing Process of the product should be 
evolved/follow up. The disintegration time of pills-vati and tablets should also be 
recorded. 


4. Product recalls. - Literature inserted inside the product package should indicate the 
name address of the manufacturing unit or email or telephone number for reporting of 
any adverse drug reaction by physicians or patients. On receipt of 
such Adverse Drug Reaction report, it will be the responsibility of the manufacturer to 
ensure the recall the product from the market. 


Standard operating procedures (SOP) should be included for storage of recalled 
Rasaushadhies in a secure segregated area, complying with the requirements specified for 
storage, till their final disposal. 

5. Medical examination of the employees. - Employees engaged in 
manufacturing should be medically examined periodically at least once a year for anv 
adverse effect of the drug during manufacturing process for which necessary 
investigations may be carried out for ensuring that there is no effect of material on the 
vital organs of the employees. Annual examination reports of the employees shall he 
made available to statutory inspectors during Good Manufacturing Practices inspections. 

6. Self-Inspection. - The release of Rasaushadhis should be under the control of a 
person who has been trained in the specific features of the processing and quality 
assurance of Rasaushadhis. Personnel dealing with the production and quality assurance 
of Rasaushadhis manufacturing section should have an adequate training in the specific 
subject of Rasaushadhis manufacturing. He will be at least a degree holder in 
Ayurveda/Siddha/Unani medicine or B. Pharma degree holder in 
Ayurveda/Siddha/Unani medicine. 

7. Dosage form of Rasaushadhi. - The Rasaushadhies may be made into an 
acceptable dosage forms such as, churna, vati, guti, tablet, capsule or Capsule etc. after 
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adding suitable permissible fillers or binding agents as permissible under the Ayurvedic 
Pharmacopoeia of India or Indian Pharmacopoeia as updated from time to time. In such 
cases the label must indicate the quantity of Ayurveda, Siddha and Unani medicine in one 
Tablet or Pill or Capsule in addition to the filler. The crystalline product may be grinded 
before packing in the individual dispensing size". All the Rasaushadhi or 
Rasamaruthukal or Kushtajat shall be packed in a dosage form which is ready for use for 
the consumer. Grinding and weighting of individual dose of potentially poisonous 
products will not be permissible in patient consumer pack. This arrangement may reduce 
the Adverse Drug Reaction of Rasaushadhi which takes place due to dose variation. 
However for hospital bulk pack, it will not be applicable and label will clearly indicate the 
"Hospital pack". 


8. Area Specification^/requirement for an applicant companies only to have 
GMP of Rasaushadhies or Rasamarunthukal and Kushtajat (Herbo- 


mineral/metallic compounds) of Ayurveda, Siddha and Unani medicines: - 


S.No 

Category of 

Medicin^Manufacturing area 

Minimum 
Manufacturing 
space required 
(1500 sq. ft.) 

Machinery equipment 
recommended 

1 . 

Pisti/Grinding area for Bhasma, 
Pishti, Kushtajat. 

100 sq. ft. 

Kharal/mechanized/ motori 
zed Kharal, End 

runner /Ball-Mill 

Sieves/Shifter. 

2. 

Powdering area for raw drugs of 
plant origin giving in 

Rasaushadhies (Herbo-metalic 
formulations) 

200 sq. ft. 

Grinder/ Distintegrator/ Pul 
verisar/Powder 
mixer/ Sieves/Shifter. 

3. 

Pills/Vati/Gutika Matrica and 
tablets/Habb making area. 

100 sq. ft. 

Ball Mill, Mass 

Mixer/Powder mixer, 

GranuLator drier, tablet 
compressing machine, 

pill/vati cutting machine, 
stainless steel 

trays/container for storage 
and sugar coating, polishing 
pan in case of sugar coted 
tablets, mechanized chatoo, 
(for mixing of guggulu) 
where required. 

4. 

Kupi 

pakva/Ksara/ Parpati/ Lavana 
Bhasma Satva/Sindura 

150 sq. ft. 

Bhatti, Karahi/ stainless 

steel vessels/patila flask, 
Multani Matti/Plaster of 
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Karpu / Uppu/ Param/ Qushta / 
Jawhar 

Paris, Copper Rod, Earthen 

I container, Gaj Put Bhatti, 
Muffle furnace (electrically 

I operated) End/Edge 

Runner, Exhaust Fan, 

Wooden, S.S. Spatula. 

5. 

Receiving and storing raw 
material 

200 sq. ft. 

6. 

Quality Control Section 

150sq. ft. 

7. 

Quarantine / observation 

50 sq. ft. 

8. 

Finished goods store 

150 sq. ft. 

9. 

Rejected goods store 

50 sq. ft. 

i 

10. 

Bhatti-putta area 

200 sq. ft. 

11. 

Area for water and washing etc. 

50 sq. ft. 

12. 

Office 

100 sq. ft. 1 

1— 

TOTAL 

1500 Sq. ft. 


[No. K. 11024/1/2008-DCC (AYUSH)] 
B. ANAND, Jt. Secy. 


Footnote: The Principal rules were published in the Gazette oi India vide Notification 
WumbeT' F. 28-10/45-H(I), dated the 21 st December, 1945 and last amended vide 
notification number GSR No. 46 E dated 22.01.2009 
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